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I)ear Dr Jen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (fir the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments. ot to
devices that have been reclassified in accordance with the provisions of the Federal Food. I )rUg.
and Cosmetic Act (Act) that do not require approval ofa premarket approval application (NIMA)
Youi may, therefore, market the device, subject to the general controls provisions of tlhc Act Ihc
general controls provisions ofthe Act include requirements lbr aneutaI rCei2st'ation- isHt ing o
devices, good manutfihctriring practice. Iabelini g. and prohibitions again st ntisbrandine and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PM1A), it
may be subject to such additional controls. Existing maj or reguclations allecting yn'(r device can
be Iound in the Code oflFedcral Regulations, Iitle 21. Parts 800 to 898. In addition. FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance ofa substantial equivalence detcrlninatitoI does not mCan
that FDA has made a determination that your device complies \ith other icqI irn etects oti' Athc \t
or any Federal statutes and regtlations administered by other I cdcral agcicics. 'h o i 01sl
compli with all the Acts requirements, including,. bht not limited to: recistration :1Ll1 I i liinI 21
(CFR Part 807): labeling (-21 (FR Part 801 )1 good ]n1aIlIctut ing prIIcticc r-CquireeCInts aIs stI
lbrth in the quality systemsO (QSi) rcgulation (21 CFR Part 820): and ilaplplicahlc. the clcCtonic
prodnct radiation control provisions (Sections 5 1-542 of the Act): -' (']R I00() I (3~
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This letter will allow you to begin marketing your device as described iln your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you de,-sire specific advice for your device on our labeling regulation (21 CFR Part 801I). please
contact the Office of Compliance at (240) 276-011 5. Also, please note the regulation entitled-
"Misbranding by reference to prernarket notification' (21I CFR Part 807.97). You mnay obtain
other general information on your responsibilities under the Act fromn the Division of Smuall
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or
(301) 4413-6597 or at its Internet address http)://www.fida.u-ov/cdrh/industryv/support-/inidex himlI,

Sincerely yours.

Miriam C. Provost.PhD
~(Actiniz Director

lDiv\isiol of (Gencial. lRestorativye
and Neurological Devices

Office offDevice EvaIluationi
Center For 1)ex'ices aind Radioloui cal II cal th

Enclosure



4. INDICATIONS FOR USE STATEMENT

Indications for Use

510(k) Number: TBA

Device Name: TUNG FU AIRMATE TENS - VITALITY MODE

TF-DT001

Indications For Use:

* Specific indications: it is used for the symptomatic relief and management of
chronic, intractable pain and as an adjunctive treatment in the management of post
surgical and post traumatic acute pain problems.

* Clinical settings: should be used under the instruction or prescriptions by
qualified health professionals prior to the applications of the device at home or

hospital facilities.

Prescription Use / AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

IF NEEDED)

([~o~lcurre n Office Ofc Device Evaluation (ODE)
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